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DIRECTIVE NO. THREE

A DIRECTIVE ISSUED TO DETERMINE THE PROCEDURES OF A RISK MANAGEMENT

STRATEGY FOR DEALING WITH ACCIDENTS INVOLVING MODIFIED ORGANISMS

WHEREAS it is essential to plan a risk management strategy to deal with emergency

situations in any transaction involving modified organisms,

WHEREAS it is essential to set the minimum requirements and actions to be fulfilled

when designing a risk management strategy,

THEREFORE, this directive is issued in accordance with Article 22 of the Biosafety

Proclamation No. ------ -

1. Designation
This directive may be cited as ‘‘Directive No. 03/ 2009’” issued to determine the
Procedures of a Risk Management Strategy for Dealing with Accidents Involving

Modified Organisms”
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1. Definitions

For the purpose of this Proclamation:

1. ‘Placing on the market’ means obtaining an advance informed agreement for deliberate
release or making available to third parties a modified organism for any use by selling,

giving away or in any other way, and includes giving as aid food.

2. ‘Modified organism’ means any biological entity which has been artificially synthesized, or
in which the genetic material or the expression of any of its traits has been changed by the
introduction of any foreign gene or any other chemical whether taken from another

organism, from a fossil organism or artificially synthesized.
3. ‘Making’ means the development of a modified organism through modern biotechnology;
4. 'Person' includes any natural or juridical person.

5. 'Authority’ means the Environmental Protection Authority of the Federal Democratic

Republic of Ethiopia established pursuant to Proclamation No. 295/2002.

6. ‘Applicant’ means any person who submits an application to the Authority seeking an

advance informed agreement to be engaged in a transaction.

7. 'Transaction' means any making or use of any modified organism in teaching, research,
production, import, export, transit, deliberate release, production under contained use,
transport, placing on the market, or use as a pharmaceutical, as food, as feed or for

processing.
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8.

9.

"Contained" use means any operation in which modified organisms are made, grown,
stored, destroyed or used in any other way including for teaching and research isolated by
physical and chemical barriers as specified in Articles 4.8 or 4.9 of Directive no. 03/2009
issued to determine the procedures of a risk management strategy for dealing with
accidents involving modified organisms, as the case may be, with a view to effectively
preventing their contact with, and their unintended impact on, humans, animals or the

external environment.

‘Deliberate release’ means any introduction into the environment of a modified organism

based on an advance informed agreement and includes, inter alia, any use in commerce,
food, aid food, remediation, teaching, research, greenhouses, aqua-culture, animal feed or

other inputs for animals, medicines for humans or animals, or disposal.

10.'Risk’ means direct or indirect, short, medium or long-term danger that may befall human or

animal health, biological diversity, the environment, socio-economic or cultural conditions

of local communities or the economic condition of the country from any transaction.

11.'Protocol’ means the Cartagena Protocol on Biosafety to the Convention on Biological

Diversity ratified through Proclamation No 362/2003.
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3. Transactions subject to this Directive

This Directive shall apply to any transaction.

Any of the following provisions that is written in the singular shall also apply to the

plural as the case may be.

4. Procedures of a risk management strategy

The user shall employ the following risk management strategy starting from the
making, through all stages of experimentation to getting the advance informed

agreement from the Authority for the intended use of the modified organism.

One or more vector and one or more of each of the kinds of transgene may go into
making a genetically modified organism. Therefore, even when the parameters are
written in the singular, all the vectors, transgenes and other aspects of transaction

must be included in the analysis.

4.1 Imported products of modified organisms to be used for human or animal

health or for other applications (e.g. drugs, hormones, flour, oil, etc. ):
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Reports on experiments and uses outside Ethiopia on the product of the modified
organism shall be thoroughly evaluated by the Authority. Special emphasis shall be
given to the adequacy of the laws governing the experiments and uses reported. Based
on this, the Authority shall decide at which steps in Article 4.5 experiments shall

start.
4.2 Modified microbial organisms imported for human or animal health:

Reports on experiments and uses outside of Ethiopia on the modified microbial
organism shall be thoroughly evaluated by the Authority. Special emphasis shall be
given to the adequacy of the laws governing the experiments and uses for human or
animal health reported. Based on this, the Authority shall decide at which steps in

Article 4.6 experiments shall start.
4.3 Modified plant or microbial organisms imported for deliberate release:

Reports from experiments and releases of the modified plant or microbial organism
in countries outside of Ethiopia shall be thoroughly evaluated by the Authority.
Special emphasis shall be given to the adequacy of the laws governing the
experiments and releases reported. Based on this, the Authority shall decide at which

step in Article 4.8 experiments shall start.
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4.4 Modified animals imported for deliberate release:

Reports from experiments and releases of the modified animal in countries outside
of Ethiopia shall be thoroughly evaluated by the Authority. Special emphasis shall be
given to the adequacy of the laws governing the experiments and uses reported.
Based on this, the Authority shall decide at which step in Article 4.9 experiments

shall start.
4.5 Product of a modified organism made locally:

a) Trials on animals under contained conditions as specified in Article 4.9, including
for evaluating the risks of the horizontal transfer of transgenes and other
chemcials that affect trait expressin into other organisms, shall be made when the
product of the modified organism is intended to be used on humans; when these

are all successful, trials on fully informed volunteers shall be carried out.

b) When intended for use on organisms other than humans, trials under contained
conditions as specified in Article 4.9 with any product of a modified organism
shall be made on the species for which the product has been designed, including
for evaluating the risks of horizontal transfer of transgenes and other chemcials

that affect trait expression into other organisms.

c) Finally based on the outcomes of the experiments, the Authority shall give or deny
an advance informed agreement for the use of the product of the modified

organism for the intended purpose.
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4.6 Modified micro-organism made locally to be used as a pharmaceutical for

humans or animals:

a) Initial chemical, tissue culture, serological and other related experiments shall be

made in the laboratory in contained use as specified in Article 4.8.

b) Then experiments shall be made with animals in contained use as specifed in

Article 4.9.

¢) Then experiments shall be carried out on animals in contained use as specified
in Article 4.9 to evaluate the extent of chemical change in nucleic acids or
protiens or other chemicals that affect trait expression and the possibilities of the
transfer of genes or other chemicals that affect trait expression from the vector or
from the other transgenes to other species, especially to domestic animals.
d) Statistically valid trials in contained use as specified in Article 4.9 will be
carried out in which the animals that have the pharmaceutical used on them

live in conditions that are the same as their non-modified counterparts.

e) Finally based on the outcomes of the experiments, the Authority shall give or
deny an advance informed agreement for the use of the modified

micro-organism for the intended purpose.
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4.7 Modified organisms imported or made locally for contained use:

Experiments shall be carried out in contained use as specified in Articles 4.8 or

4.9, as the case may be to determine the following conditions:

a) Longevity of the modified organism in case of unintended release into the
premises and into the surrounding environment,

b) Transfer of nucleic acides or other chemicals that have impacts on traits into
micro-organisms or other organisms and implications thereof on risks to
human or animal health or the environment;

¢) The efficacy of methods specified by the applicant for counteracting adverse
impacts that might result from unintended releases.

d) Trial of the contained use;

e) Finally based on the outcomes of the experiments, the Authority shall give or
deny an advance informed agreement for the use of the modified organism

for the intended purpose.
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4.8 Modified plant or microbial organisms made locally for deliberate release:

a) The maximum volume of any solution which is a medium of any

b)

c)

d)

e)

microorganisms that are physically and chemically isolated shall be 500 ml if
it is to be accepted as being under contained use. The maximum area of solid
meduim on which any microorganisms have been plated shall be 2500cm? if
it is to be accepted as being under contained use. The maximum area that has
been physically and chemically isolated for growing modified plants shall be
a maximum of 10 times that of the basal areas of all the individual plants
when fully grown added together, but not exceeding 1000 square meters if it

is to be accepted as being under contained use.

Laboratory biomolecular experiments on chemical changes to nucleic acids,
other molecules that affect trait expression and associated protiens or, as the
case may be, on transformation or resuscitation shall be carried out in

contained use.

Tissue culture to grow the modified organism shall be carried out in contained
use.
Experiments, including storage, aimed at understanding the nature of the
modified organism shall be carried out under contained use.
Experiments with the modified organisms in the soil type, soil organisms and
plant and animal communities found in the environmental conditions of the

area of intended deliberate release shall be carried out in contained use.
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f) Complete observations of the interactions of the modified organism with the

g)

h)

environment (soil including micro-organisms, plants including crops and
animals including domestic species), including on the transfer of nucleic
acids and other trait affecting chemicals, shall be made in enclosed fields but
not in fully contained use. At the end of an experiment, the products of the
modified organism may be used for further research. Otherwise they shall be
incinerated or completely destroyed through other methods approved by the

Authority.

The product from the modified or resuscitated fossil organism shall be

subjected to the procedure in Article 4.5.

Finally based on the outcomes of the experiments, the Authority shall give or
deny an advance informed agreement for the use of the modified organism

for the intended purpose.

The monitoring of spread and behaviour of any deliberately released
modified trees shall continue for at least 150 years, the monitoring shall
continue for at least 30 years in the case of modified annuals and micro-
organisms, and the duration of the monitoring of modified perennials which
live shorter than trees shall be determined by the Authority to be inbetween.
The user who was responsible for releasing the modified organism or his heir
shall provide annual reports to the Authority for the duration of these time

preiods.
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4.9 Modified animals made locally for deliberate release:

a) The maximum area in which the modified animal is living physically and
chemically isolated shall not exceed 100 times the area it occupies when it is
lying down if it is to be accepted to be under contained use. In the case of a
mixtures of animal species, the maximum area shall not exceed 500 times
that of the area occupied by the largest species when it is lying down. The
total area shall not exceed 1000 m” if the animals are to be said to be in

contained use.

b) Laboratory biomolecular experiments on chemical changes to nucleic acids,
other chemicals that affect trait expression and associated protiens as well as

on making modified animals shall be carried out in contained use.

¢) Methods of incubating the transformed generative cell shall be carried out in

contained use.

d) The rearing of and observations on any modified animal shall be carried out in

contained use.

22



w. (AQF AINA AL 9°CIC PULNLL® U AMPPI°G Tt AT
ALAOT 3+l AhON, IC (APC 70417 (LeP Ahat:
ONAT7 9°C 160P TS POT7 e9°C MATNAT HOTF AT
28t (T N owr AANT: h9°CIP4 POLANNND-9°  avll
PAD P RINAOG PP hhad: VT (FFALI (rNALH ANETT
OTEETTS MAAT PAACE a0t Yh 774 TICT o HAAGS

TPl TP AP Phl oo AAOT::

e PTAI TN, CPY PALD UM TNPS CATLPL AT MIPT
Aok &9®  POLeNTA  ATC AHLCINT  @0T APl 2hhGA:
PILANANGD: o0l89° PADT AINADG PLeP hhAE VBT
NFALI® Praagh AMLLT! PTCEETTS PANT QUCE b '1h
TTL NICT TTL 1P AOTIE @L ANT UEPT aoANGTT

LMPAN a7 hAT::

N. AOP  RINAO HPRAT ALorC T C3ON 1T N9°CH: AL

09,2710 EPPC NATPO 4.5 AL (F1A00 ANLL “0% AANT::

A. OFAdPo A®P AN aoyav--¢ A4 POYCL ADP P99.L.L0710-

A 0.0 A30 qerd1 anpm AANT::

23



e) Experiments on modified animals shall be carried out in contained use in an
environment which simulates the intended area of release in climatic,
microbial, animal including domestic and plant including crop communities.
The information collected shall include the condition of the modified animal
and other organisms, especially those of its micro-organisms, in the context of
changes to and transfer of nucleic acids, proteins and other trait affecting
chemicals.

f) Following this a limited release will be carried out in an area with appropriate
enclosure and emergency measures put in place to prevent escape.
Observations will include on the condition of the modified animal, its micro-
organisms focusing on chemical changes to nucleic acids, proteins and other

chemicals that affect trait expression and on thier transfer to other organisms.

g) If the modified animal is intended to yield a product, the regulation of the

product shall follow the procedures described in Article 4.5.

h) The monitoring of the spread and behaviour of any released modified animal

shall continue for at least 30 years.
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4.10
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4.10 General Requirements:

a) All the necessary experiments specified under each heading in Paragraph 4.1
— 4.9 have been specified in sequence and they progress from the beginning
to the highest level. Each experiment and progress after each step shall be

subjected to approval by the Authority.

b) Once an advance informed agreement from the Authority has been obtained at
the completion of the final experiment in the final stage, the modified

organism can be put to its intended use.
¢) The modified organism and any waste from it shall, upon the completion of
any experiment, be disposed of by incineration or through other methods of
complete destruction approved by the Authority.
d) The release of any modified organisms shall be monitored by the applicant or

his heir. The applicant or his heir shall submit annually reports of the

monitoring, and immediately if any unforseen occurance is observed..

5. Effective Date
This directive shall enter into force as of the---- day of 200....
Done at Addis Ababa, this ---- day of ------- 200....

Chairperson of the Environmental Council
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